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REMARKS 

This Amendment is filed in response to tlie Official Action dated January 12, 
2006 in connection with the above-referenced application. In this Amendment claims 1, 
6, 12, 14, 16, 18, 19, 22 and 26 are amended and the remaining claims are unchanged. 
Claims 1-3, 5-6, 8, 10-12, 14, 16, 18-29 are currently pending. Reconsideration of 
these claims is hereby requested in view of the remarks set forth below. 

I. Objection to Claim 6 

The Examiner objected to claim 6 for being informal on grounds that claim 6 
recites "harvested segment of tissue" instead of "synthetic" as asserted by the Applicant 
in the previous amendment. In response, claim 6 has been amended herein to recite 
"synthetic" so as to be consistent with the remarks submitted in the previous 
amendment. Withdrawal of the objection is hereby requested. 

II. Prior Art Rejections 

All pending claims have been rejected on prior art grounds as being obvious over 
the prior art under 35 U.S.C. Section 103(a). The primary basis for this rejection is the 
Kobashi at al. article {"Kobashr) in combination with both U.S. Patent No. 6,666,817 to 
Li {"Li") and U.S. Patent No. 5,934,283 to Willem et al. {"Willem"). As to some of the 
claims, the Examiner has also relied on U.S. Patent No. 6,197,036 to Tripp et al. 
{"Tripp") in the combination. For at least the reasons set forth below, these rejections 
are hereby traversed. 

A. Interview 

On May 11, 2006, the undersigned conducted a telephonic interview with the 
Examiner in connection with the prior art rejection. One of the inventors, Mr. Bryon 
Merade, and his colleague, Mr. Dov Tamler, also attended the telephonic interview. 

In that interview it was conveyed that one aspect of the claimed invention was 
the fact that one portion of the implant contains a material property particularly well 
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suited for supporting tlie urethra and that another portion of the implant contained a 
material property particularly well suited for supporting the bladder and that these 
material properties are different from one another. It was further conveyed that the prior 
art references did not, either singly or in combination with one another, disclose or 
suggest at least this aspect of the invention. 

The Examiner seemed to appreciate and give credence to this distinction but did 
not affirmatively agree as to the allowability of the claims. Instead, it was agreed that a 
written response would be submitted so that the Examiner could more fully consider 
these arguments and then better assess the allowability of the claims. This Amendment 
constitutes that written response. 

B. Arguments Against the Prior Art Rejection 

Claim 1 is amended herein so that it recites a prefabricated implant for 
concomitantly treating incontinence and effectuating cystocele repair in a female patient 
in need thereof comprising: 

a. a sling portion fabricated from a first material having at least one material 
property particularly operative for support of a urethra, said sling portion being aR4 
operatively positionable beneath the urethra of said patient; and 

b. a bladder support portion fabricated from a second material having at least 
one material property particularly operative for support of a bladder, and conn e ct e d to 
and e xt e nd i ng from sa i d s li ng port i on, said bladder support portion being operatively 
positionable aga i nst the b l adder of said patient to substantially prevent said bladder 
from pushing against the vagina of said patien t: and, 

c. said bladder support portion connected to and extending from said sling 

portion: and, 

d. said at least one material property of said first material being different from 
said at least one material property of said second material . 
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The amendments made in claim 1 clarify the novelty and nonobviousness of one 
aspect of the claimed invention. For example, these amendments clarify the fact that 
one portion of the implant has a material property that is suited particularly for 
supporting the urethra and another portion of the implant has a material property that is 
suited particularly for supporting the bladder. These amendments also clarify that the 
material property of each of these two portions differs from one another. 

An implant configuration of this nature has significant advantages over the prior 
art as such an implant not only enables the efficient concomitant treatment of two 
different medical conditions, it does so in a highly optimized fashion. For example, as 
disclosed in the present application as to one preferred embodiment at paragraph 
[0009], the implant has a prefabricated urethral sling portion made from synthetic 
material and a bladder support portion made from a graft or harvested tissue. The 
properties of the synthetic material ensure the durable support which is particularly 
desirable for a successful urethral sling procedure and the properties of a graft or 
harvested tissue ensures optimal biocompatibility which is particularly desirable for a 
successful cystocele repair procedure. See also paragraphs [0006, 0007 and 0025]. 
As a result, the invention enables the surgeon to not only treat both medical conditions 
with only one procedure and with only one implant but also to treat these conditions in a 
manner that best assures successful results for both conditions. 

This stands in stark contrast to the prior art relied upon in the rejection, 
particularly as to Kobashi. As the Examiner appears to concede, Kobashi does not 
disclose an implant where the sling portion has a material property different than the 
bladder portion. Indeed, Kobashi seems to endorse that the material properties of these 
two portions of the implant should NOT be different as it states on page 13, 1®' column, 
line 1 1 , that there "are numerous advantages to the use of cadaveric fascia for prolapse 
repair and slings in addition to the strength of the tissue." (emphasis added). In other 
words, the Kobashi article teaches directly against the presently claimed invention and 
instead appears to teach that the material properties of the implant should be uniform 
throughout. 
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Nor do any of the secondary references cited by the Examiner provide for the 
deficiencies of the Kobashi article. Take first the Willem Patent. This patent is directed 
only to an implant for urethral support not to an implant for both urethral and bladder 
support concomitantly. Hence, even if the Willem Patent could be construed as 
showing an implant with multiple material properties, it is not germane to the present 
invention as the sling in the Willem Patent is only treating one condition not two at the 
same time as in the presently claimed invention. Therefore there is nothing in the 
Willem patent to suggest one of skill in the art to modify the implant in Kobashi to 
include such multiple material properties. 

The same is true for the Li patent. Like the Willem Patent, the Li Patent is 
directed only to an implant for urethral support. It is not directed to an implant for 
concomitant treatment of both urethral and bladder support. Hence, Li is similarly 
deficient and not germane to the present invention, even if it could be construed as 
showing an implant with multiple material properties. There is simply nothing in Li to 
suggest making a modification of the Kobastii implant to include multiple material 
properties as claimed. 

As to the Tripp Patent, the Examiner appears to assert this reference as 
disclosing an implant that can concomitantly treat two conditions at one time. However, 
it is unclear to the undersigned that this is accurate. Instead it seems the Tripp Patent 
discloses an implant usable for multiple conditions but that it is used for only one 
condition at a time. In other words, the implant has multiple applications but functions 
for only one application once this application is chosen by the user. And as set forth 
above, this is quite distinct from the presently claimed invention which concomitantly 
treats two conditions at one time. Hence, it is unclear how the Tripp Patent is at all 
applicable with the present invention, regardless of its combination with Kobaslii. 

In view of the apparent deficiencies of the cited prior art, it is therefore submitted 
that the rejection cannot be properly maintained and claim 1 should be allowed. 
Kobastii does not teach an implant having multiple material properties for concomitant 
treatment of two conditions as claimed. Indeed Kobastii teaches against this aspect of 
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the invention. And tlie Willem Patent, the Li Patent and the Tripp Patent do not make 
up for the deficiencies of Kobashi. Hence, it is respectfully requested that the rejection 
be withdrawn and claim 1 be allowed. 

As for claims 2, 3, 5, 6, 8, 10 and 11, these claims depend from claim 1 and are 
thus submitted as patentable for at least the reasons set forth as to claim 1 . However, 
these claims further define and describe the present invention and are thus submitted 
as being patentable over and above claim 1 . 

As for independent claims 12, 14, 16, 18, 19, 22 and 26, these claims recite 
language that is similar (although not identical) to the subject matter of amended claim 
1 . As such, they are submitted as being patentable for substantially the same reasons 
set forth as to claim 1 . Hence, it is requested that the rejection of these claims (and 
their associated dependent claims) also be withdrawn. 

III. Information Disclosure Statement 

Filed simultaneously with this response is an Information Disclosure Statement 
submitting U.S. Publication No. 2004/0039453 entitled Pelvic Health Implants and 
Methods (the "'453 Publication") to the Examiner. The '453 Publication has recently 
come to the attention of the Applicant. 

The filing date of the '453 Publication is April 25, 2003 thus making the '453 
Publication a potential prior art reference under 35 U.S.C. Section 102(e). However, as 
noted in the Declaration of Bryon Merade Under 37 C.F.R. Section 1.131 filed on 
April 21, 2005 in the present application, the invention was conceived and reduced to 
practice at least as early as November 12, 2002 thus effectively removing the '453 
Publication as a 102(e) reference at least as to the filing date of the '453 Publication. 

It is acknowledged, however, that the '453 Publication claims priority to several 
earlier-filed applications. In this regard, Applicant is unable to identify disclosure 
relevant to the prosecution of the present application in any of the earlier-filed 
applications with the possible exception of Provisional Application 60/456,750 filed 
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March 21 , 2003. And since the filing date of this provisional application is well after the 
date by which the inventor had conceived and reduced to practice the invention, (i.e., at 
least as early as November 12, 2002), it would appear that the '453 Publication does 
not qualify as prior art to the claims of the present application. 
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CONCLUSION 



In view of the foregoing, it is submitted tliat tine Applicant has traversed all of the 
rejections and all of the pending claims (namely, claims 1-3, 5-6, 8, 10-12, 14, 16, 18- 
29) are in condition for allowance. An indication of such allowance is hereby requested. 

If any questions or issues arise that are more easily addressed by the Examiner 
through direct communication with the undersigned, the Examiner is cordially to contact 
the undersigned at the number listed below. 

The Commissioner is authorized to charge any fee which may be required in 
connection with this Amendment to Deposit Account No. 50-2809. 



INSKEEP Intellectual Property Group, Inc. 
Inskeep Intellectual Property Group, Inc. 
2281 W. 190th Street, Suite 200 
Torrance, CA 90504 
Phone: 310-755-7800 
Fax: 310-327-3466 

Customer No. 37,374 



Respectfully submitted. 



Dated: January 12, 2007 




Jameis W. Insl<eep, Esq. 
Registration No. 33,910 
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